Background: Determining intervention efficacy depends as much on the control group as on the intervention, but little attention has been given to the control condition in psychoeducational trials in palliative care. Objectives: To examine (1) research practice regarding control conditions that are neither usual care nor no-treatment controls in randomized trials of psychoeducational palliative care interventions and (2) the rationale and completeness of the descriptions of control conditions in trial reports. Methods: PubMed, EMBASE, PsycINFO, and Web of Science were searched. After screening 1603 articles, 70 full-text articles were assessed for eligibility. The final sample included 9 trial reports. We used the Delphi list for quality assessment and the modified intervention taxonomy checklist to assess active intervention and control conditions. Results: Four trials used an attention control designed to be equivalent to the structure of the active intervention. In another 4, the control condition included some aspects of attention control such that the mode of contact was similar to that in the active intervention, but either the amount or the intensity of attention was not similar. Only 3 trial reports explicitly stated the rationale for the choice of control condition. Although most reports contained delivery mode, materials, duration, frequency, and sequence, none described the qualifications or training required to deliver the control condition. Only 1 report mentioned the fidelity monitoring method, and none included fidelity data. Conclusion: Our review of psychoeducational trials in palliative care calls for researchers' attention to appropriate selection, design, conduct and report of control conditions.
Introduction
Psychoeducation refers to an intervention that provides patients and/or their families with information and support to help them understand and manage their illnesses. 1 Psychoeducational interventions, a common type of palliative care intervention, encompass a broad range of activities that combine education and counseling delivered via provider-patient interactions, self-direction, online, or telephone. 2, 3 As the gold standard for testing the efficacy of interventions, randomized controlled trials (RCTs) 4 are widely used to test psychoeducational interventions in the context of palliative care. In such RCTs, the effect of an active intervention is determined relative to a control condition, and thus, the evaluation of intervention efficacy inherently depends as much on the control as on the intervention. 5, 6 That is, the nature of the control condition is intimately tied to the extent to which threats to internal validity are mitigated. [5] [6] [7] Nonetheless, attention to designing, monitoring, and reporting RCTs of psychoeducational interventions remains largely focused on the interventions rather than on both the intervention and the control. 8, 9 Four types of control conditions are commonly used in RCTs to evaluate the efficacy of interventions: no-treatment control, care-as-usual control, waitlist control (offering the active intervention after no-treatment or care-as-usual control), and placebo control. 5, 7 A variant of placebo control in psychoeducational RCTs is the attention control in which the amount of attention (such as the duration, frequency, or amount of contact with the study team) provided to those in the intervention and control groups is equalized. 10 Attention is 1 example of nonspecific factors that can have an impact on outcomes of interest. Other nonspecific factors include patient expectations for improvement, therapeutic relationships, and the interventionist's personality. 11 Attention control groups may be seen as more credible compared to other types of control conditions because they are thought to increase the likelihood that conclusions about intervention efficacy are not biased by lack of control for a nonspecific factor, that is, attention. 12, 13 However, the adequacy of attention controls is extremely difficult to examine empirically because it is nearly impossible to construct a psychoeducational intervention trial that is doubleblind with both the interventionist and the participant in the manner seen in drug/device trials.
14 In fact, there has been considerable research and debate surrounding control of nonspecific effects of psychotherapy. 5, 6, [14] [15] [16] [17] [18] [19] [20] [21] Although psychoeducational palliative care interventions share many aspects of psychotherapy, little attention has been given to the use of attention control in RCTs that test psychoeducational palliative care interventions. Furthermore, studies may employ a control condition that is neither usual care nor no-treatment control but rather consists of some aspects of attention control without that term being explicitly used. 22, 23 Therefore, we conducted a systematic review to (1) examine research practice regarding control conditions that are neither usual care nor no treatment (that is, excluding control conditions that are clearly usual care only or no treatment) in RCTs of psychoeducational palliative care interventions and (2) examine the rationale and completeness of the descriptions of those control conditions in reports of trials.
Methods
We used the Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA) statement and checklist 24 to organize and report this systematic review. The process of study selection and review involved at least 2 authors throughout.
Eligibility Criteria
The inclusion criteria were studies that (1) used an RCT design in which participants were prospectively randomized to 1 of 2 or more groups, (2) targeted patients and/or family caregivers, (3) evaluated a psychoeducational palliative care intervention, (4) included a control condition that was neither usual care nor no treatment (eg, attention control or a condition that includes more than usual care or no treatment), and (5) were written in English. We excluded articles that (1) did not report the main findings of the RCT, such as those reporting protocols, baseline data only, or secondary analyses of RCT data; (2) targeted health-care providers or trainees to improve their outcomes; and (3) reported comparative effectiveness research (CER) trials as opposed to efficacy trials.
Search Strategy
We consulted an experienced librarian to determine a comprehensive search strategy to obtain as many articles as possible. Four electronic databases, PubMed, EMBASE, PsycINFO, and Web of Science, were searched for articles published up to July 31, 2017 English. In addition, we searched the databases using 2 key words, "psychoeducation*" and "psychosocial*," to identify additional articles.
Study Selection
The search strategy yielded 1968 articles. After removing duplicates, the remaining 1603 articles were divided among the 5 authors. All authors independently reviewed the titles and abstracts to screen for relevance and then cross-validated the screening results with a second author. After excluding 1533 articles that were clearly ineligible, 2 groups of the authors ([MKS and HK] and [SEW, EMP, and CH]) reviewed full texts of 70 articles and categorized as "eligible" or "unsure." Any discrepancies and "unsure" articles were discussed by all authors (see Figure 1) . Of the 70 articles, 9 trial reports met the inclusion criteria (Table 1) .
Data Extraction
We used the guidelines discussed in the Cochrane Handbook for Systematic Reviews of Intervention. 33 For quality assessment of RCTs, we used the Delphi list 34 that included 9 criteria on key elements of an RCT (Table 2) . Each criterion included 3 response options, yes/criterion met, no/criterion not met, and don't know/ not stated. The options of no and don't know were combined because we focused solely on the primary RCT reports and did not rely on other sources (eg, protocol papers) or on contacts with the authors. This decision was based on the Consolidated Standards of Reporting Trials guideline, 35 which recommends that a primary RCT report clearly states how the trial was conducted with respect to the key elements of RCTs.
To review the descriptions of both the intervention and the control conditions, we used Schulz et al's intervention taxonomy to describe essential features of interventions. 36 We added 2 items, whether the overall procedure of the intervention or control condition (eg, sequencing of techniques) was described, 37 and whether intervention or control fidelity data that were monitored during the trial were actually presented in the report.
The authors first reviewed 3 randomly selected articles independently using these checklists and compared the reviews. Any discrepancies among the authors were discussed for resolution and decision rules were developed. The remaining 6 articles were divided between the 2 groups of authors for review. The authors in each group independently reviewed the assigned articles using the checklists. Any discrepancies in assessment within each group were discussed with the group members first, and any unresolved discrepancies were discussed with all authors for final resolution. Descriptive statistics were used to summarize the review results.
Results
Of the 70 reports reviewed in full texts, we excluded 61. The most common reason (n ¼ 31) for exclusion was that the trial's control condition was usual care or was not a control condition but rather was an alternate intervention as in CER. However, we included 1 report 32 that described the trial as CER with an active intervention as a control condition. We made this 
To determine the efficacy of an interactive patientcentered ACP website (PREPARE) plus an easyto-read AD.
414 veterans with at least 2 chronic conditions A 1-hour, 5-step computer learning module, resulting in printed "Summary of My Wishes" and a commitment to do 1 ACP step. Computer module was completed at the study office. Also an easy-to-read AD (the same as control condition), PREPARE website login, and DVD to take home, and instructions to take the PREPARE printout to the next primary care visit.
"AD-only intervention" Participants reviewed the easy-to-read AD for 5 to 20 minutes at research office.
a N ¼ 9.
decision because during the process of search and selection of trial reports, 2 nonprimary reports 38, 39 of the same trial were found that referred to the study as an efficacy trial. To resolve the discrepancy, we turned to clinicaltrials.gov, wherein the study was described as an efficacy trial with 2 groups, an intervention and a control condition, "to determine the efficacy" of the test intervention. One group of investigators tested 1 intervention in 2 different trials. 28, 29 The final sample thus contained 8 interventions from 9 trials and reports. Table 1 summarizes the trial purpose, sample, and intervention and control conditions.
Study Characteristics and Quality Assessment
Of the 9 studies, 7 were designed to test an advance care planning intervention or an intervention to clarify goals of care for individuals with advanced dementia. 23, 26, [28] [29] [30] [31] [32] One study evaluated a patient navigator intervention to improve "palliative care outcomes," for example, completion of an advance directive and documentation of pain management discussion, 22 and 1 study tested a brief educational intervention to improve layperson's knowledge about palliative care. 27 Three studies were pilot RCTs, assessing the feasibility and preliminary effects of the intervention. 22, 28, 31 Quality assessment of the 9 trial reports is summarized in Table 2 . While all reports stated that randomization was performed, with or without clearly describing the specific method used, only 1 report 22 provided information about the method by which allocation was concealed before assignment. As expected in psychoeducational trials, no studies were doubleblind with the interventionist and the participant knowing whether they were participating in the active intervention or the control condition. Only 4 reports clearly stated that an intention-to-treat analysis was performed. 26, 28, 29, 32 
Rationale for the Choice and Design of Control Condition
Eight studies' control conditions 22, 23, [26] [27] [28] [29] [30] [31] were either an attention control, or had some aspects of attention control with or without the rationale for the choice provided or the term, attention control, being used. Of the 8, 3 reports 28,30,31 explicitly stated the rationale, eg, "to control for the Hawthorne effect," "to demonstrate that the effects of treatment were not simply a result of greater attention." One RCT report 29 called the attention control "an active control" instead.
Four of the 8 trials' control conditions [27] [28] [29] 31 were attention controls designed to be equivalent to the structure of the active intervention with respect to the amount and intensity of attention/time, delivery setting, and the mode of interventionist-participant interactions, while not containing an active ingredient. In the other four, 22, 23, 26, 30 the control condition included some aspects of attention control such that the mode of interactions was similar to the active intervention but the amount or intensity of attention was not or vice versa. Finally, in 1 report, 32 the control condition could be seen as an active intervention because it (a paper handout regarding advance directives) had previously been shown to have a positive effect on the study's primary outcome (advance directive completion rate). Figure 2 shows the number of intervention descriptions that contained each of the checklist items in the trial reports. These primary reports contained intervention delivery mode, materials, setting, and frequency. However, duration, interventionist qualifications, and method of fidelity monitoring were often omitted. Only 1 report 26 presented intervention fidelity monitoring data. Figure 3 shows the number of control group descriptions that contained each of the checklist items. Overall, descriptions of control conditions were substantially shorter than that of the active intervention. Most reports contained some information about delivery mode, materials, duration, frequency, and sequence. However, none described the qualifications or training required to deliver the control condition. Only 1 report 28 mentioned the method of fidelity monitoring (for 1 of the 3 sessions), and no report included control group fidelity monitoring data.
Completeness of Intervention and Control Descriptions

Discussion
In this review focused on control conditions of RCTs of psychoeducational palliative care interventions that are not usual care nor no-treatment groups, we found that research practice regarding designing and reporting control conditions varied considerably across studies. Only 4 of the 9 trials used attention controls that were structured to attain equipoise with respect to attention and the type of contact between the groups. The rationale for the choice and design of the control condition was rarely provided in trial reports, and most reports downplayed the description of the control condition in general, including the implementation of the control condition during the trial.
We also observed a lack of equivalence in intervention and control condition provider qualifications and required training. For example, although the intervention was delivered by an interventionist who had years of clinical experience and underwent extensive training and certification process for the intervention delivery, the control condition was delivered by a "trained" research assistant with no information about qualifications and training required to deliver the control condition. These imbalances between groups fail to serve the purpose of using an attention control, making the trial more vulnerable to threats to internal validity, even when the gold standard, RCT designs, are used. Only 1 trial report stated that the study employed fidelity monitoring for both the active intervention and the control condition. No trial reports provided fidelity data for the control condition (including whether the control condition was manualized) and only 1 trial report presented intervention fidelity data. Consequently, even if the trial used a well-designed attention control to equalize attention between the 2 groups, the extent to which this goal was achieved is unknown. These findings indicate less than optimal design and conduct of attention control in current research practice. It should be acknowledged, however, that it is difficult to evaluate whether an attention control is well designed and executed because there is no "gold standard" for the construction of attention control groups in RCTs of psychoeducational interventions. 40 Taken together, evidence of investigators' efforts to carefully define, design, and implement control conditions in RCTs of psychoeducational palliative care intervention was rarely seen in the trial reports. Our results echo those of Hoffman et al 37 who found that omission of essential information about nonpharmacological interventions is a frequent, substantial problem and referred to this problem as a contributor to the worldwide research waste because if trial reports do not have a sufficient description of interventions, other researchers cannot build on the findings, and clinicians cannot reliably implement useful interventions. As noted in the PRISMA statement, 24 the conduct and reporting of a study are distinct but closely intertwined concepts by nature, and thus the failure to report both the intervention and control conditions adequately may be seen as a poor conduct and likely raise questions about the trial's internal validity. One may argue that one of the major barriers to describing both the intervention and the control conditions sufficiently is the stringent word limits set by most biomedical journals. As Hoffman et al 37 argue, journal editors and reviewers have a responsibility to be aware of the importance of sufficient reporting of the intervention as well as the control condition and institute policies to improve quality of reporting.
Several authors 5, 7, 14 caution that attention controls should not be chosen as a default in RCTs of psychoeducational interventions; rather, the purpose of the trial needs to be taken into consideration when designing a control condition in such trials. Baskin et al 14 suggested that if research is focused primarily on determining the efficacy of an intervention rather than on theoretically dismantling specific ingredients, then no treatment or usual care only is an appropriate control condition. Mohr et al 5 argued that control of attention or other nonspecific factors may be unnecessary or even inappropriate for early stage trials (phase I or II).
Our study has limitations. Despite our effort to identify eligible trial reports with various types of psychoeducational palliative care interventions using several search strategies (eg, using a Boolean and OR), the sample is small and mainly includes trials that tested interventions focused on communication, advance care planning, and decision-making. Although initial searches included interventions focused on other areas, such as a cancer caregiver support intervention or multicomponent palliative care interventions, these studies were excluded during the screening process because they did not meet all of the inclusion criteria (eg, a usual-care control). Another reason for the small sample size is that we did not expand our criteria to include studies addressing pain and symptom management because a separate review focusing on pain and symptom management in palliative care would be needed to address that large body of literature. Nevertheless, our findings may help draw palliative care researchers' attention to the critical role of the choice, design, and implementation of control conditions with respect to inferences drawn from the trial, the level of bias, and the scientific credibility of the trial findings. Our findings highlight the importance of providing sufficient descriptions of both the intervention and control conditions in trial reports. The choice of control condition must be justified based on the nature of the intervention being tested and on the specific study purpose (eg, determining efficacy vs dismantling specific ingredients). A control condition that is well conceptualized and implemented is an essential component of solid evidence, and without sufficient details about both the intervention and the control conditions, such evidence may not be useful to guide palliative care practice and policy.
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